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Status 

1)[S3 Responsive to communication(s) filed on 02 December 2003 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1-12.24.25 and 29 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) [gl Claim(s) 1-12.24.25 and 29 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)Q All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The previous Final Rejection of March 2004 was mailed in error and is hereby vacated. 
For Applicant's records, please use the mail date of the current office action. 

Status of Application, Amendments and/or Claims 

The amendment of 02 December 2003 has been entered in full. Claims 1 and 29 are 
amended. Claims 13-23, 26-28, and 30-37 are cancelled. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Election/Restrictions 
It is noted that Supervisory Primary Examiner, Gary Kunz, spoke with Mr. Norman 
Hanson on 02 March 2004 to discuss the relatedness of SEQ ID NOs: 7, 8, 9, and 10. Mr. 
Hanson indicated that SEQ ID NOs.: 8 and 10 are identical through amino acid 177, where 4 
amino acids that are present in SEQ ID NO: 8 are missing in SEQ ID NO: 10. Mr. Norman, in 
the response of 02 December 2003, indicated that the sequences were related and performed the 
same function. These arguments are found to be persuasive. The amino acid sequence of SEQ 
ID NO: 10 has been rejoined to the group of amino acid sequence of SEQ ID NO: 8. The 
nucleotide sequence of SEQ ID NO: 9 has been rejoined to the group of nucleotide sequence 
SEQ ID NO: 7. 

Claims 1-12, 24-25, and 29 are under consideration in the instant application. 

Withdrawn Objections and/or Rejections 
1. The objection to claims 1-3 and 29 at pg 4 of the previous Office Action (29 September 
2003) is withdrawn in view of Applicant's persuasive arguments (02 December 2003). 
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2. The objections to the specification at pg 4-5 of the previous Office Action (29 September 
2003) are withdrawn in view of the amended specification and cancellation of the Figures (02 
December 2003). 

3. The rejections of claims 1-12, 24-25, and 29 under 35 U.S.C. § 112, second paragraph, at 
pg 8-9 of the previous Office Action (29 September 2003) are withdrawn in view of the amended 
claims (02 December 2003). 

Claim Rejections - 35 USC § 101 and 35 USC 112, first paragraph 

4. Claims 1-12, 24, 25 and 29 are rejected under 35 U.S.C. 101 because the 
claimed invention is not supported by either a specific and substantial asserted utility or 

a well established utility. The basis for this rejection is set forth at pg 5-7 of the previous Office 
Action (29 September 2003). 

Claims 1-12, 24, 25 and 29 of the instant invention are directed to an isolated 
nucleic acid molecule which encodes a cytokine receptor, wherein the complementary nucleotide 
sequence hybridizes under stringent conditions to SEQ ID NO: 7 or SEQ ID NO: 9. The claims 
also recite a nucleic acid molecule encoding a polypeptide that comprises the amino acid of SEQ 
ID NO:8 or SEQ ID NO: 10. The claims recite an isolated nucleic acid molecule comprising the 
nucleotide sequence of SEQ ID NO: 7 or SEQ ID NO: 9. The claims recite a vector comprising 
said nucleic acid, a recombinant host cell comprising said vector and a method of producing the 
encoded protein. Additionally, the claims recite an isolated oligonucleotide consisting of 
anywhere from 17 up to 100 contiguous nucleotides of the nucleotide sequence of SEQ ID NO: 7 
or SEQ ID NO: 9. 
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Applicant's arguments (02 December 2003), as they pertain to the rejections have been 
fully considered but are not deemed to be persuasive for the following reasons. 

Applicant asserts that in the specification of the instant application (pg 7-8, example 7), 
cells were transfected with a chimeric receptor (IL-10R/LICR-2). Applicant argues that this 
chimeric receptor includes the intracellular portion of LICR-2. Applicant indicates that the cells 
are exposed to IL-10, and in a control, to IL-22. Applicant states that a luciferase assay was 
carried out and cells contacted with IL-10 did cause activation of STAT factors. Applicant 
asserts that LICR-2 can and does activate STAT factors. 

Applicant's arguments have been fully considered but are not found to be persuasive. 
Specifically, this asserted utility is not specific or substantial. Such assays can be performed 
with any polynucleotide/polypeptide. Relevant literature teaches that STAT proteins, a family of 
transcription factors in a cell's cytoplasm, become activated by a variety of soluble factors, such 
as cytokines, growth factors, and hormones that bind to specific cell surface receptors (Calo et al. 
J Cell Physiol 197: 157-168, 2003; pg 157, 1 2). Therefore, since many receptors can activate 
the same STAT substrate by phosphorylating the tyrosine residue, this asserted utility is not 
specific (pg 158, col 2, first full paragraph). Additionally, STAT proteins play different roles in 
normal physiological cell processes, such as proliferation, differentiation, angiogenesis, and 
apoptosis (pg 157, If 2). Although LICR-2 may be involved in the activation of STAT factors in 
general, the specification of the instant application does not teach the biological activity or cell 
processes associated with LICR-2. Regarding example 7 (pg 7-8), it is also not clear to the 
Examiner why the entire structure of LICR-2 was not utilized in any assay. If AK155 is the 
ligand for LICR-2, why weren't cells transfected with LICR-2/reporter gene and then incubated 
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with AK155? Since this asserted utility is also not present in mature form, so that it could be 
readily used in a real world sense, the asserted utility is not substantial. 



5. Claims 1-12, 24, 25 and 29 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and substantial 
asserted utility or a well established utility for the reasons set forth above, one skilled in the art 
clearly would not know how to use the claimed invention. The basis for this rejection is set forth 
at pg 5-8 of the previous Office Action (29 September 2003). Please see arguments above. 

6. Furthermore, claim 29 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. 

Claim 29 recites an isolated oligonucleotide consisting of anywhere from 17 up to 100 
contiguous nucleotides of the nucleotide sequence set forth in SEQ ID NO: 7 or SEQ ID NO: 9. 

The specification teaches that "a 'fragment' of a polypeptide generally means a stretch of 
amino acid residues of at least about five contiguous amino acids, often at least about seven 
contiguous amino acids, typically at least about nine contiguous amino acids, more preferably at 
least about 13 contiguous amino acids, and, more preferably, at least about 20 to 30 or more 
contiguous amino acids. A peptide fragment may be 5, 6, 7, 8, 9 or 10, 5 to 10, 5 to 20, 10 to 20, 
10-30, 20-30, 20-40, 30-40 or more than 40 amino acids in length" (pg 13, lines 27-3 1; pgl4, 
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line 1). However, the specification does not teach any polynucleotide fragments of SEQ ID NO: 
7 or SEQ ID NO: 9 or any polypeptide fragments of SEQ ID NO: 8 or SEQ ID NO: 10. 
Additionally, the specification does not teach functional or structural characteristics of any 
polynucleotide fragments in the context of a cell or organism. 

The problem of predicting protein and DNA structure from sequence data and in turn 
utilizing predicted structural determinations to ascertain functional aspects of the protein and 
DNA is extremely complex. For example, while it is known that many amino acid substitutions 
are generally possible in any given protein the positions within the protein's sequence where such 
amino acid substitutions can be made with a reasonable expectation of success are limited. 
Certain positions in the sequence are critical to the protein's structure/function relationship, e.g. 
such as various sites or regions directly involved in binding, activity and in providing the correct 
three-dimensional spatial orientation of binding and active sites. These or other regions may also 
be critical determinants of antigenicity. These regions can tolerate only relatively conservative 
substitutions or no substitutions (see Wells, 1990, Biochemistry 29:8509-8517; Ngo et al., 1994, 
The Protein Folding Problem and Tertiary Structure Prediction, pp. 492-495). However, 
Applicant has provided little or no guidance beyond the mere presentation of sequence data to 
enable one of ordinary skill in the art to determine, without undue experimentation, the positions 
in the protein and DNA which are tolerant to change and the nature and extent of changes that 
can be made in these positions. The art recognizes that function cannot be predicted from 
structure alone (Bork, 2000, Genome Research 10:398-400; Skolnick et al., 2000, Trends in 
Biotech. 18(l):34-39, especially p. 36 at Box 2; Doerks et al., 1998, Trends in Genetics 14:248- 
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250; Smith et al., 1997, Nature Biotechnology 15:1222-1223; Brenner, 1999, Trends in Genetics 

15:132-133; Bork et al., 1996, Trends in Genetics 12:425-427). 

Due to the large quantity of experimentation necessary to generate the infinite number of 

derivatives recited in the claims and possibly screen same for activity, the lack of 

direction/guidance presented in the specification regarding which structural features are required 
in order to provide activity, the absence of working examples directed to same, the complex 
nature of the invention, the state of the prior art which establishes the unpredictability of the 
effects of mutation on protein structure and function, and the breadth of the claims which fail to 
recite any structural or functional limitations, undue experimentation would be required of the 
skilled artisan to make and/or use the claimed invention in its full scope. 

7. Claim 29 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

Claim 29 recites an isolated oligonucleotide consisting of anywhere from 17 up to 100 
contiguous nucleotides of the nucleotide sequence set forth in SEQ ID NO: 7 or SEQ ID NO: 9. 

As discussed above, the specification teaches that "a 'fragment' of a polypeptide 
generally means a stretch of amino acid residues of at least about five contiguous amino acids, 
often at least about seven contiguous amino acids, typically at least about nine contiguous amino 
acids, more preferably at least about 13 contiguous amino acids, and, more preferably, at least 
about 20 to 30 or more contiguous amino acids. A peptide fragment may be 5, 6, 7, 8, 9 or 10, 5 
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to 10, 5 to 20, 10 to 20, 10-30, 20-30, 20-40, 30-40 or more than 40 amino acids in length" (pg 
13, lines 27-31; pgl4, line 1). The specification teaches a LICR-2 polynucleotide and 
polypeptide (SEQ ID NO: 7,9 and SEQ ID NO: 8,10, respectively). However, the specification 
does not teach functional or structural characteristics of any polynucleotide fragments in the 
context of a cell or organism. The description of the polynucleotide species of SEQ ID NO: 7,9 
and the LICR-2 polypeptide species of SEQ ID NO: 8,10 is not adequate written description of 
an entire genus of functionally equivalent polynucleotides and polypeptides which incorporate 
all fragments consisting of anywhere from 17 up to 100 contiguous nucleotides of the nucleotide 
sequence set forth in SEQ ID NO: 7 or 9. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now claimed" (See page 1117). The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed" (See Vas-Cath at 
page 1116). 

The skilled artisan cannot envision the detailed chemical structure of the encompassed 
polynucleotide fragments, and therefore conception is not achieved until reduction to practice 
has occurred, regardless of the complexity or simplicity of the method of isolation. Adequate 
written description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The nucleic acid itself is required. See Fiers v. 
Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) vnAAmgenlnc. v. Chugai Pharmaceutical Co. 
Ltd., 18USPQ2d 1016. 
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One cannot describe what one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481 
at 1483. In Fiddes, claims directed to mammalian FGF's were found to be unpatentable due to 
lack of written description for that broad class. The specification provided only the bovine 
sequence. 

Therefore, only an isolated nucleic acid molecule comprising the nucleotide sequence of 
SEQ ID NO: 7 or SEQ ID NO: 9, but not the full breadth of the claim meets the written 
description provision of 35 U.S.C. § 1 12, first paragraph. Applicant is reminded that Vas-Cath 
makes clear that the written description provision of 35 U.S.C. §1 12 is severable from its 
enablement provision (see page 1115). 
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Conclusion 

No claims are allowable 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Fozia Hamud whose telephone number is (57 1 ) 272-0884 The 
examiner can normally be reached on Monday, Wednesday-Thursday 6:30 am to 4 00 pm 

It attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (571) 272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306 

. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 1 7-9 1 97 (toll-free). 
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